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(57) The invention relates to a method to improve (ii) a synergistically cflcclive amount of an extract 

the cognitivG skills of a person by the administration of of the plant Pauilinia cupana 

a composition-comprising 



(i) a synergistically effective amount of an extract of 
the plant Panax ginseng; and 
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Description 

BACKGROUND OF THE INVENTION 
5 1. TECHNICAL FIELD 

[0001] The invention relates to a method to improve the cognitive skills of a person by the adminlstr^ion of a com- 
posltbn comprising 

10 (j) an effective amount of an extract of the plant Panax ginseng; and 

(ii) an effective amount of an extract of the plant PauHinia cupana. 

2. BACKGROUND INFORMATtON 

15 [0002] The roots of Panax ginseng C.A. Meyer contain several triterpene glycosides named girisenosides (or pan- 
axosldes) which are believed to contribute to the adaptogenic and physical performartce enhancing properties of the 
ginseng extracts. It is used to treat anemia, diabetes metlltus, insomnia, neurasthenia, gastritis, abnonnal blood pres- 
sure, dyspepsia, overstrain and fatigue. 

[0003] Tfie French patent application FR 2 712 191 claims and discloses compositions with anti-fatigue activity for 
20 facilitating weight loss, which corrtairi an extract of ginseng root and an extract of Guarana seeds. 

[0004] The French patent application FR 2 71 0 267 discloses an oral composition for treating male impotence con- 
sisting of ursodesoxycholic acid, Panax ginseng extract, Muira puama extract, yohimbine hydrochloride, Guarana ex- 
tract, Mux vomica eyAract, Dam/ana extract , nicotinamide, nicotinic acid, tocopherol acetate, clenbuterol hydrochloride, 
and an excipient. 

S5 [0005] It is a primary object of the present invention to provide a method to improve the speed of memory and memory 
quality in normal, healthy subjects, to prevent deterioration of the speed of memory in people with decreased cognitive 

functions and to counteract cognitive fatigue. 

[OOOS] it is a further object of the present invention to provide a method for improving the speed of memory and to 
prevent a decrease of the speed of memory by taking fomiulations comprising herbal ingredients, wrherein the medl- 
30 cation and / or the dietary supplement is manufactured pursuant to a controlled process that preserves the herbal 
curing qualities of the ingredients. 

[0007] It is stili a further object of the present invention to provide a method for improving the speed of memory and 
to prevent a decrease of the speed of memory comprising hertoal ingredients and having minimai or no side effects 
and thus being safe for interna! consumption. 

35 

BRIEF SUMMARY OF THE INVENTION 

[0008] Surprisingly, it has been found ttiat the cognitive skills of a person can be improved by the administration of 

a composition comprising 

40 

(i) an effective amount of an extract of the plant Panax ginseng; and 

(ii) an effective amount of an extract of the plant PauHinia cupana. 

[0009] Another aspect of the present invention is the use of a composition-comprising 

4S 

(i) an effective amount of an extract of ttie plant Panax ginseng; and 

(ii) an effective amount of an extract of the plant PauHinia cupana, 

for the manufacture of a medicamentation or a dietary supplement for the enhancement of the cognitive skills. 
so [0010] Furthermore, the invention relates to a phamnaceutical composition or dietary supplement consisting essen- 
tially of 

(i) an effective amount of an extract of the plant Panax ginseng; 

(ii) an effective amount of an extract of the plant PauHinia cupana; 
55 (iii) one or more vitamins; 

(iv) one or more minerals and/or trace elements; and 

(v) optionally a carrier and/or adjuvant. 
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DETAILED DESCRIPTION OF THE INVENTION 

[0011] The two components (i) and (il) optiofially together with the components (iil), (iv) and (v) are tormulated or 
together in one formulation. For example the formulation comprises the extraci of dried Panax ginsengroots or other 

s plant components, that optionally are powdered and the extraci of dried Paullinia cupana seeds, or other plant com- 
ponents, that optionally are ground. The formulation may be in the form of tablets, film coated tablets, chewable tablets, 
powders, powders in capsules, soft sheli capsules, syrups, solutions or suspensions forex^ple on the basis of water, 
ethanol or a mixture thereof, dragees, gels, injections or any other suitable manner well known to the skilled person. 
Preferred are oral administration forms. 

10 [001 2] The term "a person" or "a person in need thereof or "patienf as used hereinabove and hereinbeiow reiates 
to a healthy f^ale or male person who is in need for an improvement of cognitive skills. As a rule such persons are 
■ aduit or elderly people with an age of between 1 8 and BO, preferably between 20 and 65 years having an mean age 
of 42.5 years, 

[0013] The tenri "effective amount" as used herein means an amount sufficient to enhance the cognitive skills when 
15 component (i) and (ii) and optionally (iii) and (iv) are administered together in one single dosage form. As a rule the 
combination of both the components (i) and (if) shows a synergistic effect, which means that the effect on the cognitive 
skills is higher than expected from the mere additive effects of the single components (t) and (ii) and/or the single 
components (1), (ii). (ill) and (iv) alone. 

[0014] Under the term "plant" is understood the piant ilsolf as well as plant parts comprising the active ingredients. 
20 Like for example the leaves, the stems, the seeds, the fruits or roots as mentioned above. Preferably the plarrt or plant 
components are dried. Optionally, they may be cut to pieces, ground or powdered. 

[0015] Under the term "extracts" are meant that the plants or piant components are extracted with a suitable solvent 
like water, ethanol, butanol, acetone, mixture thereof, ethers, oils or any other suitable solvent well known in the state 
of the art of extracting plants. These extracts can bo used as such if pharmacologically acceptable or the solvent of 
25 the resulting solutions is removed and the residue is used as such or after further worked up, for example after resolving 
or re-suspending in a pKamnacological suitable solvent. 

[0016] Under the terms "principal active ingredients" and principal active substances are meant all active ingredients 
that are mainly responsible for the pharmacological efect. Preferably the formulation comprises all those ingredients 
of the plant of interest that are responsible for at least 75 per cent, more preferably at least 90 per cent of the pharma- 
30 cological effect. 

[0017] Under the term "enhancement of cognitive skills" are meant improvemerrts of all kinds of situations, where a 
person is supposed to achieve an inteliectuai performance including quality, accuracy and speed of mennory, learning 
capability, short and long term recollection, attention, alertness, as weil as reduction of distress caused by high workload 
and/or the need to fulfill a demanding intellectual perfomnance. 

35 [0018] The term "pharmaceutical composition" means a composition, which is suitable for prescription and OTC 
medicaments, and which are available from doctors, in chemist's shop or in drugstores, only, 
[001 9] The terni "dietary supplement" means a composition , which is for supplementing the regular food intake with 
additional nutritional elements to enhance quality of life, and which are freely available without prescription iri groceries 
or super market, but not only in drugstores. 

40 [0020] Preferably a G/nseng extract is used containing among other substances ginsenosides and polysacchaiides, 
preferably containing at least 3 %, preferably 3.5 to 5.0 %, in particular 3.6 to 4.4% ginsenosides, most preferred is 
the standardized Ginseng extract under the Tradename G116®, which is commercially available from Phamiaton S. 
A„ CH-6934 Bioggio, Switzerland. 

[0021] Guarana extract is as a rule prepared from seeds of F^ullinia cupana. This plant belongs to the Sapindaceae, 
45 a woody liana cultivated in the central Amazon's region. The most important components of Paullinia cupana are 
caffeine, tannins and saponins, and polysaccharides, dssaccharides, fats and resins. 

[0022] The seeds are carefully dried and ground to pieces of preferably 0.1 to 5.0 mm, in particular 0.5 to 1 .5 mm. 
To aciiieve the desired content In caffeine the extraction is canied out with aqueous ethanol at elevated temperature, 
preferably at a temperature in the range of 60° to 80°C, over a time of at least 6 up to 1 0 hours. The preferred method 
so is that of an exhaustive percolation with aqueous ethanol in the presence of a weak base. Preferably the ethanol is 
evaporated in vacuo and the semi-dry residue of the extraction is dried in vacuo. The resulting dry extract is preferably 
milled and sieved. 

[0023] Preferably a dried extract of Paullinia cupana is used which contains up to 12 % caffeine. 
[0024] In a preferred embodiment of the present invention the weight ratio of Ginseng extract to Guarana extract 
55 ranges from 1 r 1 0 to 1 0 to 1 , preferably from 1 : 5 to 2 :1 , in particular from 1 : 3 to 1 : 1 , and is most preferably about 
1:1.9. 

[0025] Preferably the invention relates to a method wherein said composition further comprises 
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(iii) one or more vitamins; and 

(iv) one or more minerals and/or trace elements 

in particuiar 

5 wiierein said one or more vitamins (iii) are selected from the group consisting of ProVitamin A, Vitamin B1 , Vitamin 
B2, Vitamin B6, Vitamir) B12, Vitamin C, Vitamin D3, d,1-alpha-Tocopherolacetate (Vitamin E), Folic Acid, Biotin (Vi- 
tamin H) and Vitamin PP; and/or 

wherein said one or more minerals and/ortrace elements (tv) are selected from the group consisting of Copper, Calcium, 
Iron, Ziric, Selenium, Phosphorus and Magnesium. 
10 [0026] Preferably the pharmaceuticai composition or dietary supplement according to the invention consists essen- 
tially of 

(j) 20 to 100 mg of an extract of the plant Panax ginseng: 
(ii) 50 to 100 mg of ar^ extract of the plant Paullinia cupana: 
15 (iii) 0,001 to 120 mg of one or more, preferably two to twelve, in particular five to eleven vitamins; 

()v) 0.O1 to 400 mgof oneormo'e.preferably two toten, in particular four to seven minerals and/or trace elements; 
and 

(v) optionally a carrier and/or adjuvant. 

20 [0027] Most preferably the pharmaceutical composition or dietary supplement consists essentially of 
30 to 50 mg, in particular about 40 mg of standardized Gmseng; extract G115 

60 to 90 mg, in particular about 75 mg of Paullinia cupana extract comprising up to 1 2 % by weight of caffeine 
1 GOO to 1 200 lU, in particular about 1100 iU of provitamin A (vitamin A activity) 

1 .0 to 2.0 mg, in particular about 1 ,4 mg of vitamin B1 
55 1 .0 to 2.0 mg, in particular about 1 .6 mg of vitamin B2 

1 ,0 to 3.0 mg, in particular about 2.0 mg of vitamin B6 

0,5 to 2.0 i^g, in particular about 1 .0 ag of vitamin 81 2 

1 0 to 1 00 mg. in particular about 60 mg of vitamin C 

50 to 300 IU, in particular about 160 IU of vitamin D3 
30 10to20mg, in particular about 15 mg of d,1 -aipha-tocopheroiacetate (Vit. E) 

1 00 to 3 00 jig, in particular about 20O of folic acid 

100 to 200 HQ. in particular about 150 \ig of biotin 

1 0 to 30 mg, in particular about 18 mg of vitamin PP 

0.1 to 1 .0 mg, in particular about 0.5 mg of copper 
35 0 to 150 mg, in particular 0 or about 120 mg of cajcium 

1 to 10 mg, in particular about 5 mg of iron 

1 to 10 mg, in particular about 5 mg of zinc 
0 to 150 mg, in particular 0 or about 90 mg of phosphorus 

1 0 to 150 |ig, in particular about 30 |ig of selenium 
40 5 to 100 mg , in particular 1 0 to 70 mg of magnesium and optionatfy a carrier and/or adjuvant. 

[0028] Preferred is a phamfiaceutical composition or dietary supplement which is foimulated in the fomn of soft shell 
capsules or tablets. 

[0029] Pre-selected amounts of the composition of the present invention containing the G/nsengr extract (i), the Guar- 
ana extract (ii), vitamine(s) (iii) and minerals (!V) are preferably encapsulated in a soft gelatin including bovine, porcine, 
« vegetable and succinylated gelatin shell. Optionally, the soft gelatin shell is essentially transparent so as to enhance 
the aesthetic qualities of the capsule. The soft gelatin shells as a rule compose the following essential, as well as 
optional, components. 

[0030] Gelatin is an essential component of the soft gelatin shells of the instant invention. The starting geiatin material 
used in the manufacture of soft capsules is obtained by the partial hydrolysis of collagenous material, such as the skin, 

so white connective tissues, or bones of animals. Gelatin material can be classified as Type A gelatin, which is obtained 
from the acid-processing of porcine skins and exhibits an iso-electrfc point between pH 7 and pH 9; and Type B gelatin, 
which is obtained from the alkaline-processing of bone and animal (bovine) skins and exhibits an isoelectric point 
between pH 4.7 and pH 5.2. Blends of Type A and Type B gelatins can be used to obtain a geiatin with ttie requisite 
viscosity and bloom strength characteristics for capsule manufacture. Gelatin suitable for capsule manufacture is com- 

55 mercially available from the Sigma Chemical Company, St. Louis, Mo. 

[0031] For a general description of gelatin and gelatin-based capsules, see Remington's Pharmaceutical Sciences, 
ietl-i ed., Mack Publishing Company, Easton, Pa. (1980), page 1245 and pages 1S76-1582; and U.S. Pat. No. 
4,935,243, to Borkan et at., issued Jun. 19, 1 990; these two references being incorporated herein by reference in their 
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entirety. 

[0032} The soft gelatin sheil of the capsules of the instant invention, as initially prepared, comprises from about 20% 
to about 60% gelatin, more preferably from about 25% to about 50% gelatin, and most preferably from about 40% to 
about 50% gelatin. The gelatin can be of Type & Type B, or a mixture thereof with bloom numbers ranging from about 
5 60 to about 300. 

[0033] A plasticizer is another component of the soft gelatin shells of the instant invention One or more plasticizens 
is incorporated to produce a soft gelatin shell. The soft gelatin thus obtained has the required flexibility characteristics 
for use as an encapsulation agent. Useful plasticizers of the present invention include glycerin, sorbitan, sorbitol, or 
similar low molecular weight polyols. and mixtures thereof. 
10 [0034] The shell of the present invention, as initially prepared, generally comprises from about 10% to about 35% 
plasticizer, preferably from about 10% to about 25% plasticizer, and most preferably from about 10% to about 20% 
plasticizer A preferred plasticizer useful In the present invention is glycerin. 

[0035] The soft gelatin shells of the instant invention also comprise water. Without being limited by theory, the water 
is believed to aid in the rapid dissolution or rupture of the soft gelatin shell upon contact with the gastrointestinal fluids 

J5 encountered in the body, 

[0036] The shell of the present mvention, as initially prepared, generally comprises Itom about 1 5% to about 50% 
water, more preferably from about 25% to about 40% water, and most preferably from aDout 30% to about 40% water. 
[0037] Other optional components which can be incorporated into the soft gelatin shells include colorings including 
color coatings, flavorings, pieservatlves, anli-oxidfints, essences, and other aesthetically pleasing components, 

20 [0038] The compositions of the present invention can be encapsulated within any conventional soft geiatin shell that 
is capable of substantially containing the composition fc a reasonable period of time. The soft gelatin shells of the 
instant invention can be prepared by combining appropriate amounts of gelatin, water, plasticizer, anci any optional 
components in a suitable vessel and agitating and/or stirring while healing to about 65 °C, until a uniform solution is 
obtained. This soft gelatin shell preparation can then be used for encapsulating the desired quantity of the fill compo- 

25 sition employing standard encapsulation methodology to produce one-piece, hermetically-sealed, soft geiatin capsules. 
The gelatin capsules are formed into the desired shape and size so that they can be readily swallowed. The soft gelatin 
capsules ol the instant invention are of a suitable size for easy swallowing and typically contain from about 1 00 mg to 
about 200C mg of the active composition. Soft gelatin capsules and encapsulation methods are described in P. K. 
Wilkinson et a!., "Softgels: Manufacturing Considerations", Drugs and the Pharmaceutical Sciences, 41 (Specialized 

30 Drug Delivery Systems), P. Tyle, Ed. (Marcel Dei<ker, Inc.. New York, 1990) pp.409-449: F, S. Horn et at., "Capsules, 
Soft", Encyclopedia of Pharmaceutical Technology vol, 2, J, Swarbrlck and J. C, Boylan, eds, (Marcel Dekker, Inc., 
New York. 1990) pp. 269-284; M. S. Patet et at. , "Advances in Softgel Formulation Technology". Manufacturing Chemist, 
vol. 60, no. 7, pp, 26-28 {July 1989); M. S. Patel et al., "Softgel Technology", Manufacturing Chemist, vol. 60, no, 8, 
pp. 47-49 (August 1989); R, F. Jimerson, "Softgel (Soft Geiatin Capsule) Update", Drug Development and Industrial 

35 Pharmacy {Interphex '86 Conference), vol. 12, no. 8 & 9, pp. 1133-1U4 (1936); and W. R. Ebert, "Soft Elastic Gelatin 
Capsules: A Unique Dosage Fonn", Pharmaceutical Technology, vol. 1 , no. 5, pp. 44-50 (1 977); these references are 
incorporated by reference herein in their entirety. The resulting soft gelatin capsule is soluble in water and in gatroin- 
testina! fluids. Upon swallowing the capsule, the geiatin shell rapidly dissolves or ruptures in the gastrointestinal tract 
thereby introducing the phannaceutical actives from the liquid core into the physiological system. 

-to [0039] Tablets of the invention will generally contain at least one pharmaceutically or dietary acceptable excipient 
conventionally used in the art of solid dosage fonn formulation. 

[0040] Suitable excipients which may be incorporated include lubricants, for example magnesium stearate and stear- 
ic acid; disintegrants, tor example cellulose derivatives; starches; binders, for example modified starches, polyvinylpyr- 
rolidones and cellulose derivatives; glidants for example colloidol silicas; compression aids, for example cellulose 
45 derivatives; as well as preservatives, suspending agents, wetting agents, flavoring agents, bulking agents, adhesives, 
colonng agents, sweetening agents appropriate to their form. 

[0041] Suitably when the composition is in a tablet fomn, the composition will further corrprise a fiNn coat, e. g. 
hydroxypropylmethylcellulose {HPMC), Suitably the'film coat is a transparent film coat, although an opaque film coat 
e. g. as obtained when using a film coat material in combination with an opacifier or a pigment such as titanium dioxide, 
50 a lake or a dye, may also be used. Advantageously it has been found that the inclusion of an opaque film coal minimizes 
t^let discoloration, which may occur on long-term storage of the tablet. Discoloration may also be avoided by incor- 
porating a coloring agent into the tablet core. Suitably such tablets may also be film-coated, e. g. if desired for aesthetic 
purposes and/or to aid swallowing. 

[0042] The extract is mixed with the excipients of the tablet core and compressed on a suitable tablet press. 
55 [0043] The compression forces which are needed to produce tablets of suitable breaking resistance and hence with 
the required breakdown times are dependent on the shapes and sizes of the punching tools used Compression forces 
in the range from 2 - 20 kN are preferred. Higher compression forces may lead to tablets with a delayed released of 
the active substances (i) to (iv). Lower compression forces may produce mechanically unstable tablets. The tablet 
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cores may have different shapes; the preferred shapes are round biplanar or biconvex and ovai or oblong forms. 
[0044] The coating solution is prepared by mixing the film-fomning agent with the colouring materials and a plasticizer 
in water. Using a suitable coating pan the film-coating solution is applied on to the tablet cores. 
[0045] Preferably ttie tablets have an oblong shape to faciiitate swallowing. In the case of a film-coated tablet con- 
5 taining 115 mg of the combined extracts (i) and (ii) an oblong t^let may be about 1 0-20 mm long and have a width of 
about 5 to 10 mm. 

[0046] In order to verify the synergistic effect of the medication and /or dietary supplement of the present invention, 
a modified computerized version of tlie Serial Sevens test can be utilized. The original Serial Sevens tesr {IV!, Hayman, 
Arch. Neurol. Psychiatry 17: 125-130(1947)) has appeared in a number of fonns, including as part of the Mini-Mental 
io State Examination [L.A. Taylor et al., J. Behav, Med, 11; 279-291 (1985)]. In the current study's novel computerized 
version participants are presented with a number from which they are Instructed to serially subtract in sevens, entering 
their three digit responses on the keyboard number pad, 

[0047] To first group of participants a placebo, to a second group a composition ccHnprisirsg Gmsenp extract (I) and 
vitamins, to a third group a composition comprising Guarana extract (ii) and vitamins, and to a fourth group acompo- 

J5 sition comprising both Ginseng an6 Guarana extracts (i) and (ii) and vitamins have been administered. 

[0048] The test duratiori is 2 minutes. A standard instruction screen mtormed the participant to count backwards in 
sevens from the given number, as quickly and accurately as possible, using the return key to enter each response. 
Participants are also instructed verbally that if they were to make a mistake they should carry on subtracting from the 
new incorrec! number. Starting numbers oetwesn 800 and 999 are randomly generated, and are presented on the 

SO screen only untii the first response has been made, after which time individual entered digits are represented by as- 
terisks . The task is scored as total number of subtractions. The number of incorrect responses is also recorded. In the 
case of an errc^, subsequent responses are scored as positive If they are correct in relation to the new number 
[0049] The tests clearly show that the inventive composition increases the numbers of correct subtraction and re- 
duces the mistakes made by the participants, 

ss [0050] Furthsnnore, the efficacy of the inventive composition is tested in the following studies: 

(A) To compare the quality of life (QoL) parameters in subjects receiving the inventive composition a double blind, 
placebo controlied , randomised parallel group trial i.=? carried out according to the method described in Drugs 
ExptI Clin Res 1996;22(6):323-329 

30 The increase observed in the group receiving the inventive composition is statistically significantly superior to 

that seen in a conventional multivitamin group. 

Adverse effects of the compositions were minimal in both groups. Significant increases in body weight and in 
diastolic blood pressure were observed in the group treated with the conventional multivitamin preparation but not 
in the one treated with with the inventive composition, which is more effective thart a conventional multivitamin 
35 preparation alone in improving quality of life in a population subjected to the stress of high physical and mental 

actrvity. 

(B) To examine the influence of dietary supplements on health related quality of life (QoL) in a non-clinfcal population 
of 313 healthy adults. This study is the follow-up of the study published by Ussher et al., Brit J Health Psychol S, 

40 1 73-187(2000). 

The inventive composition shows more significant improvement on physical strain , behavioural strain, cogn itive 
strain and on overall strain. 

(C) Another double-blind comparison of the effect on quality of life of a combination of vital substances including 
45 standardised Ginseng GllSt© and placebo is carried out according to the method described in Current Ttierapeutic 

Research 1994;55(1):32-42. 

Both the inventive composition and placebo improve the subjects' welt-being, but the improvement from base- 
line is more pronounced in the group receiving the inventive composition. According to the Visual Analogue Scales 
scores, subjects receiving the inventive composition improve more significantly in overall score, alertness, relax- 
' so ation, and appetite. 

[0051] To enhance the cognitive skills, the capsule or tablet should be taken in dosages corresponding to 50 and 
200 mg of the combined extract (i) and (ii), preferably 70-160 mg, in particular 90-130 mg daily. The total amount of 
extract may be divided up in 1 to 3 capsules or tablets a day, it Is most preferably administered within.one single dosage 
55 form. The daily dose should be taken at once, preferably in the morning. 

[0052] The first successful enhancement of cognitive skills can be found shortly after the composition according to 
the present invention has been administered. However, impressive, sustainable improvement of cognitive skills can 
be expected within 6 weeks of continuous use. The optimum effect is maintained or amplified on longer use. 
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[0053] Procedures by way of example for preparing the compositions according to the invention will be described in 
more detail hereinafter. The Examples which follow serve solely as a detailed illustration without restricting the subject 
matter of the invention. 



5 Example 1 

IVIethod of manufacture of the Guarana extract preparation 

[00541 The vegetable drug preparation, standardized Guarana extract (coded PCI 02), is prepared by the method 
io hereafter: 



1 . Source plant: Paullinia Cupana H.B. et Kunth 

2. Part used: dried seed 

3. Extraction solvent: ethanol (95-96% v/v) : demineralized water (50 : 50) (v/v) 
15 4. Ratio of vegetable drug to standardized extract: limits 3-7:1 

5. Composition of the vegetable drug preparation: 80 - 90% native extract 20 - 10% maltodextrine MD01 

6. Standard batch size: 350 kg 



Production steps: 
[0055] 

1 . The dried seeds of Paullinia CupanaHB. et Kunth are coarsely ground on a grinding machine {10 mm) to obtain 
fragments of about 0.5 - 1 .5 mm size, the ground Guarana seeds are transferred to a percolator and extracted 

2S with ethanoi 50%. alkalinized with sodium carbonate. The extraction procedure is repeated, under the same con- 

ditions, to exhaustion of She drug. As a rule five extractions lasting 3 hours each are needed. The exhaustion is 
considered achieved when the dried residue of the last percolate is < 0.5%. 

2. The obtained percolates are partially concentrated in vacuo at a temperature below SO °C. 

3. Hydrochloric acid is added until a pH value of 5.5 - 6.5 is obtained. 
30 4. Upon standing for 8 hours at 2 - 5 "G, the mixture Is cemrifuged. 

5. The mixture is concentrated under vacuum, at a temperature below 50°C, until a soft extract is obtained which 
gives about 70% of dry residue 

6. The soft extract is dried under vacuum, at a temperature below 70°C. 

7. The dry extract, is ground the total alkaloids content is determined and Maltodextrine MD01 is added, in order 
35 to obtain the required titer. 

8. The product is ground with a centrifuge mill, mixed and sieved. 

E xample 2 
-io Soft capsules 



[0056] Soft gelatine capsules are prepared containing the following active ingredients: 



45 




Active ingredients 


FORMULA 


Herbais 


Ginseng Standardized Extract 


40 mg 






Paullinia ciipana Extract 


75 mg 






PC 102 





55 
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(continued) 







FORMULA 


Vitamins 


Provitamin A 


1110 lU {V it A activity) 




Vitamin B1 


1.4 mg 




Vitamin B2 


1.6 mg 




Vitamin B6 


2.0 mg 




Vitamin 812 


1,0 




Vitamin C 


60 mg 




Vitamin D3 


160 lU 




d,1 -alpha- ocop eroace ate ( i . 


149m 
mg 




Foiic Acid 


200 ^ig 




Blotin 


150 |ig 




Vitamin PP 


18 mg 


Minerals and Trace elements 


Copper 


0,5 mg 




Iron 


5 mg 




Zinc 


5mg 




Selenium 


30 Jig 




Magnesium 


10 mg 



[0057] The Ingredients are mixed and encapsulated Into gelatine, water and a plastlclfier to form a soft gelatine 
capsule. 

3P Example 3 

Tablets 

[0058] 





Active ingredients 


FORMULA 


Herbals 


Ginseng Standardized Extract 


40 mg 




Paultinia cupana Extract 


75 mg 




PCI 02 




Vitamins 


Provitamin A 


1110 lU (Vlt A activity) 




Vitamin B1 


1 .4 mg 




Vitamin B2 


1.6 mg 




Vitamin BS 


2.0 mg 




Vitamin B 12 


1.0 tig 




Vitamin C 


60 mg 




Vitamin D3 


160 lU 




d^l-alptia-Tccopherolacetate (Vit. E) 


14.9 mg 




Folic Acid 


200 {tg 




Blotin 


150 HQ 




Vitamin PP 


18 mg 


Minerals and Trace elements 


Copper 


O.S mg 




Calcium 


120 mg 
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(continued) 





Active ingredients . 


FORMULA 




Iron 


5 mg 




Zinc 


5 mg 




Phosphorus 


93 mg 




Selenium 


30 fig 




Magnesium 


62,5 mg 



10 

[0059] The ingredients are mixed with an exciplent and compressed to a tablet. 
Claims 

15 

1 . A method to improve the cognitive skills of a person by the administration of a composition-comprising 

(i) a synergistically effective amount of an extract of the plant Panax ginseng; and 

(ii) a synergistically effective amount of an extract of the plant Paullinia cupana. 

20 

2. A method according to claim 1 , wherein said composition further comprises 

(iii) one or mors vitamins; and 

(iv) one or more minerals and/or trace elements. 

2S 

3. A method according to claim 1 or 2, wherein said extract of the plant Panax ginseng contains at least 3 % ginse- 
nosides. 

4. A method according to any of the preceding claims, wherein said extract of the plant Paullinia cupana contains up 

30 to 12 % caffeine. 

5. A method according to any of the preceding claims, wherein said one or more vitamins (iii) are selected from the 
group consisting of ProVitamin A, Vitamin B1 , Vitamin B2, Vitamin B6, Vitamin B 12, Vitamin C. Vitamin D3, d, 
1-alpha-Tocopherolacetate, Folic Acid, Biotin and Vitamin PP. 

35 

6. A method according to any of the preceding claims, wherein said one or more minerals and/ortrace elements (iv) 
are selected from the group consisting of Copper, Calcium, Iron, Zinc, Selenium, Phosphorus and Magnesium 

7. The use of a composition-comprising 

40 

(i) a synergistically effective anhount of an extract of the plant Panax ginseng; and 

(ii) a synergistically effective f^ount of an extract of the plant Paullinia cupana, for the manufacture of a 
medicamentation or a dietary supplement for the enhancement of the cognitive skills. 

43 B. A pharmaceutical composition or dietary supplement consisting essentially of 

(i) a synergistically effective amount of an extract of the plant Panax ginseng; 

(ii) a synergistically effective amount of an extract of the plant Paullinia cupana; 

so (iv) one or more minerals and/or trace elements; and 

(v) optionally a carrier and/or adjuvant. 

9. A pharmaceutical composition or dietary supplement according to cfaim 8 consisting essentially of 

55 (i) 20 to 60 mg of an extract of the plant Panax ginseng; 

(ii) 50 to 100 mg of an extract of the plant Paullinia cupana; 

(iii) 0.001 to 120 mg of one or more vitamins; 

(iv) 0.01 to 400 mg of one or more minerals and/or trace elements; and 
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(v) optionally a carrier and/or adjuvant. 

10. A pliarmaceutical composition or dietary supplement according to claim 8 consisting essentially of 

30 to 50 mg of standardized Ginseng extract 

60 to 90 mg of Paullinia cupana extract 

1000 to 1200 !U of provitamin A 

1 .0 to 2.0 mg of vitamin B1 

1 .0 to 2.0 mg of vitamin B2 

1 ,0 to 3.0 mg of vitamin B6 

1 .0 to 2.0 ng of vitamin B1 2 

1 0 to 1 00 mg of vitamin C 

50 to 300 lU of vitamin 03 

10 to 20 mg of d.1 -alpha-tocoplneroiacetate (Vit. E) 

1 00 to 3 00 Jig of folic acid 

100 to 200 jig otbiotin 

10 to 30 mg of vitamin PP 

0.1 to 1 .0 mg of copper 

0 to 1 50 mg of calcium 

1 to 10 mg of iron 
1 to 10mg of zinc 

0 to 150 mg of phosphorus 
50 to 150 ng of selenium 
5 to 1 00 mg of magnesium 
and optionally a carrier and/or adjuvant. 

11. A pharmaceutical composition ordietary supplement which is formulated in thefonm of soft shell capsules ortablets. 



35 



55 
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